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WI! a! are some csgsral thiDD yog ahoald know about J'esgrsb 1 
Rt:scotcb is desigoc4 10 pill scientific ioformntion lba1 may help other people in the funae. You 

may not receiv<: ._,y dU<:<t beoefit from porticipoti.,._ There also may he risk$. 

You may refuse to tllkc pan in research. 

Details ..., cliscussed below. It is important that you w>de.."SUUld this iofOitDlltion aolbal you eon 

make on in.fuone<l e.boi<e. You will heJiven aoopy of !his consent limn. Yoo should ask the 

researtbcrs named above, or staff members v.bo may assist them, any questions you ha"-e •bout 

this Sl\ldy at any time. 

WJa•t b tbe RPI'JKIH ofthls sperimn reoositoa or .._biobank!" 
ReSCOitb with blood, tissue, <C!ls or body Ouids (specimens) can help researchers undentand 

how the human body works. RC$eatCh can also answer o~.,.,. questions by using sJ>CC!.mens. 

Researchers may develop new tests to find diseases, or new ways to treat diseases. In the fUlUre, 
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raoardl may help to develop new proclucls, such u dnJgs. Specim:ns are commoaly used for 

&enelic mean:h. Somdimes ........,hers c:ollcct ond store many spec:imcns together and we 

them fOr different kinds of researeb, or share them with otlter 5Cienti3ts; this is called a specimen 

repository or "biobank. •• 

All spec:in=s f« this study will be lobeled with your stldy sul>jec:t oumbc:r thai does cot ioehade 

pencMl identificarioo infonnatioo ond will be -..1 in a r<posi10ry wb= Oftly project 

. members will have ac:ce$Sto the specimens. There is a need to stem: specimens in s\ICb a 

repository becauselh.is will be an ongoing study where specimem from subjects will be collected 

over an extended period of time. Storing of specimens allows for all specimens to be pmcessed 

at the some time. 

II abo mal:es it possible to keep any remaining spec:imcns in oor biobank indefinilcly and allows 

our scientists the opportunity to further stndy ll>..e specimens with as yet Wlknown qu.stions 

and techniques. Rc5Cwob stUdies and quc>1ions in which lbe specimens may be used have not 

yet heal determined. These stndies a>ay involve icnctic researcb. Oeoetic resean:b 1$ aboot 

fU>diJ>& the specific locotioo of genes, learning how genes work, ond investigatin& relalioDSbipo 

between a certain aene and the environment or people's babilS and diets, and diffCTODt diseases. 

11m !rill tbe IDOdm<M be eo!lu!t<II 
Yoor spe<imens will be collected during the resean:b stndy liJied em the first page of this 

consclll. No 114dltiollll $pCCimenS will be collected tiom )'OIL 

VVhat~h•PRCitothesp~~? 
Srudy specimens will be stored in a secure room with restrided-at the U.S. Enviromnent&l 

Prot=ioo Agency Human Studies Focility loeat<d in Chapel Hill, Nol1h Calolina. The 

specimco will be prepared. labeled with the study subje<>1 identification number, ond -..1 

indefinitely in a fu>eur for future testing under TRBN 07-1768, Rtposltory for Storage of Human 

Sp«lmens. Names of subjects as.ooelatod with 10 ownbels will be tuclllved ond locked; only 

medieal ond sciCfltilic personnel clirecdy associated with this study v.1U have ...,.., to this 

iniOI'IIWion. No penonal identifyin& infotmation will be attached to the bioiOJic Ruid Stspex:nu.:xci.imeeon .. 

Portioru oflhe spec:imen may be shared "'ilb rc:oearc:her> at other scientific institutions, however, 

only coded specimetiS v.ill be sent ond the investigator will employ • data use agreement. Uodes 

no circumstances wiU any identif)'inll information be sent along with specimen.\, The decision to 

destroy the specimens may be niade by the inve•tigator or by you if you notify the investigator in 

writina that you no longer want the spe<imens -.d. 

What are the posalble benefm to xoa? 
Benefits to you are unlikely. Researc:b 1$ designed to bcoefi.t society by gainin& new l<oowlcdgo. 

You wiU not benefit pcnonilly &om having yoor spec:imcns stored in this biobanlt. 

Wbat •I! tb.o oM•Ible risk• or dlatomfortt illyo!nd w!lb lilt ••• ohoar •wlmeos? 
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Rislc of brcaclJ of coofidenliallty is minimal You will be as;ianed a study number which will be 

used for data-not )'Otlrn&me. lbe srudy number is all lhal will be entered into oomputa 

databases. All paper files which may contain your name or SCt<eni.og number on secure in 

locked file cabinets in the EPA b11ildina whioh hJIS limited o1000ss 24 hours/day. A nurnc:ric 

oodil1g S)'$l<m wil.l be used 10 onsure th11 you cannot be &r.ctly identified from the specimens 

alone. If we coiJcct ~c information 6om the S10rcd specimens, there is alsc 1 poteotial risk 

fur some of your rela!i""' and other members of your ethnic 8JWP, since they share some of 

your genetic makeup. 
WID tho be oy sut ro tow for stona of dte awimena7 

lbere will be no cost 10 you for tbe storsge and use of tho spocim<m fa< research purposes. 

WiD UP rm.f--iJ apOiu for dar IUC of nmr mrsjmea.s? 

You will oot recei~ any additional compensation for bavin& )'OUr specimens s:oral in this 

biobank. 

Who ow•• tbe msslmens? 
Any blood, body flwds. cell or tissue specimens obtained for the purpose of this srudy become 

the exclusive property of The U.S. Environmental Proteclion Agency and will be stored Wldcr 

IRBil ()7./768. Rtpository for Storap of H""""' Spta-n.s. The resean:bcrs may main, 

preserve or dispose of thtse specimens and may use these specimens for rese=b that may result 

in oommcrcialiiiJPiic:atiom. The« are no plan$ to compensate you for any future commen:iel 

use of these speeimeos. 

Ho'tf will yow pmacy be onteetsd? 
You will be assignee! a srudy ideotiJicalion number. Names of subjects associated with ID 

numbers will be erclUved and locked; only medicll and sc.eotilic petSOMcl assoc'.olcd with this 

study will bave acc .. s to this informoticm. No personal identifying information will be attacb«l 

and/or rooorded in tho data loa sheets, biologic specimens, or electronic dllla sets. No subjects 

will be identified in any repor1 Ot publicolioo about this srudy. Althouah ~ effon will be 

made 10 keep researeh =ords priva!<, there may be times when federal or S!ilte law requns the 

disclosure of such records, including personal informalion. This is very unlikely, b-Jt if 

disclosure is~ requited, the U.S. Environmental Protection Agency and UNCCbapel Hill 

will take steps .UO...'Ible by law 10 pro<ect tho priVIICy of pcrsoneJ informatiOll. In some cases, 

your infonnation in this "'se=b <rudy eould be reviewed by representatives of the Univ<rsity, 

research sponsors, or government agencies for pwposes such as quality control or safety. 

Study speeimcns will be mrcd in a -=: room with resrric:ted aoeess. The sample "'ill be 

pr-epared and stored indefinitely in a freezer for future t<srina. Portions of tbe specimens may be 

shared with rescard1ers at other scientific institutions, however, only coded specimens wiiJ be 

OCQ1. Uncia no circ:wnstanocs will any ickntiJYina infonnatioo be scot eJoog with specimens to 

olll3ide investig~~<>n. All mcdic:al =ords gcnemed during this study will be kept in !he mcdieol 

records office at tbe EPA H\lltla:O Studies Facility. lbe Medical Station is locked wben DOl 
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attended by study staff, ond the EPA Hwnan Studies Facility 11M limited access to ®thorizcd 

individuals only, 24 hourslday for 7 days/week. 

If~· information it obtained from your stored specim""'- A Federollawealled the GeDdie 

lnfotmation Nondiscrimination Act (GINA) generally makes it illegal for health insurance 

<0111panies, group health plans, ond most employers 10 dUeriminate oaainst you based on your 

genetic information. 011'/A does not protect you qain$1 &<netic di>crimination by oompanies 

that sell life insurance, di.ability insurance, or long-term can: insuroncc. GINA also does not 

protect you against discrimination based on an already~iag.nosed genetic condition or disease. 

WiU RfS!I'e~en psk !RPro•al rro. JOI to do futan rtwdies iavoMg tbe IRec:imen!? 

By signina this COOS<nt form, you are living yoUJ permission for researchersiO use your 

specimens as described above. Curre:nt and future research is overseen by a committee called the 

Institutional Review Board (IRB). The role of the IRB is to prot oct the rights and w.:lf..e of 

.-arch porticipanu. ID """"cases, tho IRB may toquire that you be ~nUIGted ond asked for 

yourcomentto use your speclmc:o$ in a specific .-arch stUdy. You bavetbe riabt. at that 

future time, not to putieipate in eny research study for which yoW' consent is souaht. Refusal to 

participate will oot affect yOUJ medical care or result in loss of benefits 10 which you are entitled. 

WW.voq ncdve mtlll (rpm rpcars:h jpvolvipe your !Dscjmelll? 

Most research with your spocimensls not expected to yield new information that would be 

meanio&fulto shale IIIith you penooally. There are no pllllJ tQ re-«>DlfJCI you or Olb..- subjects 

with information about oesea.ch results. 

Cep Y" wiltr,dra• the apscl!aepa &om the ntearch rrootitory? 

If you decide d!at you no lo::ogcr wish for the opccimeos oo be $tOted, you shocld con- the 

n:S«UChef1 OD the froot paae of this form. It is best to make your toquest in writina. 

AR.y onalysls in progress at the time of your toques! or aln:ady perfonno:d prior to your toquest 

being recei"<d by the racazclJer will oontinue to be used as part of the research stUdy. Onoe the 

rcsc:<UChers ba••• been notified, your n:mainina specimens would be destroyed. If you do 001 

make such a n:qu.est, the specimens may be stored forever. The resea.rehcrs may choose to 

deslrOy the specimens at aoy time. 

What will kPPSP Jfny an IDiymf by tbb IJ:K!!dt? 
All forms of human health resca.roh involve some risk of injury or illness. Despite our high level 

of precaution.. yQu may develop an i_njury or illness due to participatina in this srudy. lfyou 

develop an ilijury or illJ>eos detcnnincd by an oppoiulcd US EPA physician to be due 10 your 

porticipation in this rexotch, the US EPA will reimburse your medical expenses 10 treat the 

injury or illness up 10 SSOOO. If you betieve your injury or illness was d\oe to alack of reasonable 

care or other nealigent action, you have the riaht to purSUe legal remedy. The Federal Tort 

Cl•ims Ac:t, 28 U.S.C. 2671 et. Seq., prov;des for money damages apinst the United States 

wlom pcnona1 injury or property loss R$llts from the nesJjsent or~ act or omission of 

ony employee of lhe EPA while acting within the scope of his or her employment. Sigoing this 
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consent fOrm does DOt waive lll1Y of your lepl ri&Jlts or release tbe investigJUor, tbe $pOQSOf, tbe 

institutioa, or its q:rus from IW>ility for oealie-:e. · 

If a -h t<>lated iqjwy or illness occurs, you sbould contact t1x: Director of tbe EPA 

NHEEIU. Human Researeb Protocol Office II (9 I 9) ~217. 

WJw Ja IPODSOrig thia rtte1Jrch? 
This resoan:h is llmcled by the United Stares Eoviroomenla! Protection Agency. Several of the 

invatiplon including the Principlllnvntip!Or are fedenol employees. The reoa:chers do noc, 

how.:..,., have a~ finaooia! intcr<st in the final results of the iltU<Iy. 

Wllat ffxou Mve que,ttou about this auarsh? 
You bO'e the right to oslc, and have mswered, any questions you may ha\•e ahoul tbis research. If 

you have qucstioos, you sbould cQC!aCI the resea.ebers listed on the fust page of tbis fonn. 

WhAt if yo• have ougdoga 1btqf your rlgllts u a rt:U~trsb 1pbjed? 

All rescarcb on b\!11\M voluoteers is reviewed by a committee that work:s to prolect your rights 

and w.lfare. If you have q~ or c:oncems about your rifi)tts as a research tubjccr you may 

contaot. anoo}'lllOUSiy if you wish. the lnstirutioml Review s-.1 at 919-966-311 3 or by e-mail 

to IRB_ subjecto@unc.edu. You. may alooconlld the Dim:Coroflbe EPA NHEERL Human 

R~ Prot<XX>I Office at 919-966-6217. 
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Tj!ls o[ rtudy: Cordiopulmonar)l Respons<:s to Expooure to Ozone and Diesel Exhaust with 

Moderate Exe<Cise in Healthy Adulta 

Prtodple illves!lcator: Micboc:l Maclclen. PhD 

Subietft Agrymsal: 

I ha~ read the information provided above. I have ..ted .U the questioos I have at this time. I 

voluntarily agree to participate. I agree to my speelmc:o(s) being stored with the identifying 

code(s). 

Sigoature ofReseuch Subject 

Printod Name of Resurcb Subject 

Sigoature of R=h Team Member Obtaining Ccnsent 

Printed Name of Resea.cll Team Member Obtalolng Cooseot 
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